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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 


International application No. 








PCT/AU2004/001434 


Box No. I Basis of the report 


1. 


With regard to the language, this report is based on the international application in the language in which it was filed, unless 




otherwise indicated under this item. 






f 1 This report is based on translations from the original language into the following language , 






which is the language of a translation furnished for the purposes of: 








j | international search (under Rules 12.3 and 23.1 (b)) 








Ljj P u ^^ canon of the international application (under Rule 12.4) 








Q]]] international preliminary examination (under Rules 55.2 and/or 55.3) 




2. 


With regard to the elements of the international application, this report is based on {replacement sheets which have been 




furnished to the receiving Office in response to aft invitation under Article 14 are refeired to in this report as "originally 




filed" and are not annexed to this report): 








the international application as originally filed/furnished 






□ 


the description: 








pages as originally filed/furnished 








pages* received by this Authority on with the letter of 








pages* received by this Authority on with the letter of 






□ 


the claims: 








pages as originally filed/furnished 








pages* as amended (together with any statement) under Article 19 






pages* received by this Authority on with the letter of 








pages* received by this Authority on with the letter of 






i — i 

□ 


the drawings: 








pages as originally filed/furnished 








pages* received by this Authority on with the letter of 








pages* received by this Authority on with the letter of 






i — i 


a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 


3. 


□ 


The amendments have resulted in the cancellation of: 








| | the description, pages 








| | the claims, Nos. 








| [ the drawings, sheets/figs 








| | the sequence listing (specify): 








| | any table(s) related to the sequence listing (specify): 




4. 


□ 


This report has been established as if (some of) the amendments annexed to this report and listed below had not been 




made, since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 






70.2(c)). 
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j j the description, pages 








| | the claims, Nos. 








| the drawings, sheets/figs 








| | the sequence listing (specify): 








[ [ any table(s) related to the sequence listing (specify): 






If item 4 applies, some or all of those sheets may be marked "superseded. " 
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International application No. 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 



Novelty (N) 


Claims 


1-9 


YES 




Claims 




NO 


Inventive step (IS) 


Claims 


1-9 


YES 




Claims 




NO 


Industrial applicability (IA) 


Claims 


1-9 


YES 




Claims 




NO 



2. Citations and explanations (Rule 70.7) 

The following documents identified in the International Search Report have been considered for the purposesof 
this report: 

Dl. HOLST, C. R. et al (April 2003), Cancer Research 63, 1596-1601. 
D2. NAKAYAMA, H. et al (2002) Cancer Letters, 188, 1 15-1 19. 

Novelty fiSD and Inventive Step (IS) 

Dl provides that pi 6 methylated variant cells in histologically normal tissue may identify premalignant lesions 
before any morphological changes become apparent. In particular, cultures of human mammary epithelial cells 
from normal, cancer free women were examined from pi 6 promoter hypermethylation 

D2 provides assays based on the molecular detection of genetic changes in serum used as diagnostic tools for 
colorectal cancers. In particular, detection of methylation status (pi 6 promoter methylation) in the serum of 
patients is used to detect early colorectal cancers 

Both Dl and D2 are directed towards the identification of pi 6 promoter methylation states as diagnostic tool for 
early detection of cancers as compared to a prognostic assay as required by the current claims. Further, neither 
of these citations isolate a population of cells from normal tissue nor the frequency of epimutation in a particular 
gene. Therefore, the claims are considered both novel and inventive. 
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